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General Device 
Description: 

 The Pure Vu system comprises the following components: 
 

Add-on - The Add-on is mounted on standard 
commercially available colonoscopes allowing the 
physician to clean the colon. 

 

Workstation (WS) - The Workstation operates by using 
cyclic irrigation and evacuation of colon content. Irrigation 
is based on mixture of liquid and air. The workstation 
includes: 

 Monitoring & Control Unit that continuously 
monitors and controls irrigation and evacuation. 

 Inlet Module that includes pumps and regulators 
enabling water & airflow into the cleansing device. 

 Outlet Module that includes pumps to evacuate 
fecal matter and fluids from the colon. 

 External on\off foot pedals that operate the 
cleansing process to be used by the physician. 

 

WS Cartridge (WSC) connects the Add on to the WS and 
saline or water bag. 

 

Loading fixture to aid the nurse in mounting the Add-on 
to a colonoscope. 

 

Unloading fixture to aid the nurse in removing the Add- 
on from a colonoscope. 

   
Indications for 
Use: 

 The Pure Vu System is intended to connect to standard 
colonoscopes to help facilitate intraprocedural cleaning 
of a poorly prepared colon by irrigating or cleaning the 
colon and evacuating the irrigation fluid (water), feces 
and other bodily fluids and matter, e.g. blood. 
 
It is for use only by trained medical personnel located in 
hospitals, clinics and doctor offices. 

   
Technological 
Characteristics: 

 The Pure Vu system intended use, principle of operation 
and basic scientific technology are substantially 
equivalent to the ClearPath Lower GI (K113050). Both are 
connected to distal standard colonoscope during 
colonoscopy procedure and irrigate the colon and 
evacuate the irrigation fluid (water), feces, and other bodily 
fluids and matter, e.g. blood. Both enable irrigation and 
suction at any time during the procedure without removing 
any tools which may be inserted in the colonoscope 
working channel. Both devices have similar 
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  dimensions of the disposable, with similar irrigation and 
evacuation head on the top of the colonoscope. 

   
Substantial 
Equivalence 
Discussion 

 Comparison between Pure Vu System and its predicate 
device regarding the intended use, principle of operation, 
basic technological characteristics, biocompatibility and 
their level of cleansing was conducted. 
It is concluded that Pure Vu System is as safe and 
effective as the ClearPath Lower GI (K113050). The Pure 
Vu System has the same intended uses and similar 
indications, technological characteristics, and principles of 
operation as its predicate device. The minor technological 
differences between the Pure Vu System and its predicate 
devices raise no new issues of safety or effectiveness. 
Performance data demonstrate that the Pure Vu System 
is as safe and effective as the ClearPath Lower GI. Thus, 
the Motus GI System is substantially equivalent. 

   
Performance Data:  Performance tests were conduct to verify that the Pure Vu 

System meets the requirements for its intended use and is 
substantial equivalence to the predicate device. 

 

Biocompatibility 
The Pure Vu Add-on is a surface contact device with a 
limited contact (shorter than ≤24 hours) of the mucosal 
tissue. The Pure Vu WS Cartridge (WSC) is an externally 
communicating devices with a limited  contact  (shorter than 
≤24 hours) of the mucosal tissue. As such, the following 
biocompatibility tests were performed: 

 Cytotoxicity: Growth Inhibition Test - Extraction 
Method 

 Irritation: Intracutaneous Reactivity Test 

 Sensitization: Skin sensitization 

All materials and representative manufacturing processes 
of the disposable kits passes the above tests and were 
found biocompatible. 

 

Electrical Safety and EMC 

The Pure Vu System includes a workstation which 
controls irrigation and evacuation through the disposable 
attached to the colonoscope. In addition the System 
accessories, Loading and Unloading fixtures, includes 
inflation boxes enabling to mount the Add-on to a 
colonoscope prior to the clinical procedure and to remove 
the Add-on from a colonoscope after the procedure. 
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  All 3 System components are designed and  constructed 
to conform with the IEC 60601-1 and 60601-1-2 medical 
electrical equipment safety standard. 
The System components were tested for mechanical and 
electrical safety and are found as compliant with the IEC 
60601-1 and 60601-1-2. 

 

Software validation 
Pure Vu software has been validated per EC 62304:2006, 
Medical Device Software and followed the companies 
Software Life-Cycle Processes. 

 
Bench tests 

Performance tests after preconditioning were conducted 
and included the following aspects of the product: Bound 
strength test, Pressure test, overall System performance, 
Add-on movement, and steering segment abilities. 
Bench test results confirm that the Pure Vu System meets 
its requirements for its intended use. 

 

Pure Vu System – Animal study: 

A prospective animal study was conducted to establish 
the effectiveness and safety of Pure Vu. 
The final configuration of Pure Vu System was used in 35 
procedures in swine (66% female) performed by 4 
experienced gastroenterologists. No immediate, such as 
mucosal injury, or delayed adverse events were reported 
in any of the 35 animal procedures. 
In 30/35 (86%) of the procedures, the colon cleansing 
level prior the use of the Pure Vu device was inadequate, 
whereas 100% (35/35) of the animals had an excellent 
colon cleansing level following the use of Pure Vu. 
The physicians were satisfied with the Pure Vu ease of 
advancement and navigation, level of stiffness, and its 
torque response. They found Pure Vu easy to use and 
intuitive to operate. 
Pure Vu was found to be simple, safe and effective to be 
used. 
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Conclusion:  Based on the technological characteristics and pre-clinical 

performance of the device, Motus GI medical 
Technologies Ltd. believes that the Pure Vu System and 
the predicate device selected are substantially equivalent 
and do not raise new issues of safety or effectiveness. 
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